
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/718,879 



11/20/2003 



7590 09/12/2006 

John P. White 
Cooper & Dunham LLP 
1 185 Avenue of the Americas 
New York, NY 10036 



Jeffrey Sterling 



67694-A/JPW/GJG/JBC 



1471 



EXAMINER 



ART UNIT 



YOUNG, SHAWQUIA 

n 



PAPER NUMBER 



1626 

DATE MAILED: 09/12/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summary 


Application No. 

10/718,879 


Applicant(s) 

STERLING ET AL 


Examiner 

Shawquia Young 


Art Unit 

1626 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
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Status 

1 )S Responsive to communication(s) filed on 31 July 2006 . 
2a)Q This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 
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5) E3 Claim(s) 1-34.38-40.43-46.48-68 and 74 is/are allowed. 
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Application Papers 
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DETAILED ACTION 

Claims 1-68 and 74 are currently pending in the instant application. Claims 69- 
73 were previously cancelled by a preliminary amendment, filed on November 20, 2003. 

I. Priority 

The instant application claims benefit of US Provisional Application 60/428,093, 
filed on November 21, 2002. 

II. Information Disclosure Statement 

The information disclosure statement (IDS) submitted on August 20, 2004 is in 
partial compliance with the provisions of 37 CFR 1 .97. Accordingly, the information 
disclosure statement has been partially considered by the examiner. 

The information disclosure statement (IDS) submitted on October 13, 2004 is in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the information disclosure 
statement has been considered by the examiner. 

III. Restriction/Election 

A. Election: Applicant's Response 

Applicants' election without traverse of Group I in the reply filed on July 31 , 2006 
is acknowledged. 
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Claims 1-34 and 43-45 directed to an allowable product. Pursuant to the 
procedures set forth in MPEP § 821 .04(B), claims 35-42, 46-68, and 74, directed to the 
process of making or using an allowable product, previously withdrawn from 
consideration as a result of a restriction requirement, are hereby rejoined and fully 
examined for patentability under 37 CFR 1 .104. 

Because all claims previously withdrawn from consideration under 37 CFR 1.142 
have been rejoined, the restriction requirement as set forth in the Office action 
mailed on June 27, 2006 is hereby withdrawn. In view of the withdrawal of the 
restriction requirement as to the rejoined inventions, applicant(s) are advised that if any 
claim presented in a continuation or divisional application is anticipated by, or includes 
all the limitations of, a claim that is allowable in the present application, such claim may 
be subject to provisional statutory and/or nonstatutory double patenting rejections over 
the claims of the instant application. Once the restriction requirement is withdrawn, the 
provisions of 35 U.S.C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 121 1 , 
1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 

IV. Rejection(s) 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 35-37,41-42, and 47 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

As stated in the MPEP 2164.01 (a), There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue". 

In In re Wands . 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 
In the instant case, 

The nature of the invention 
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The nature of the invention of claims 35-37, 41-42, and 47 is the method for 
treating a a subject afflicted with a neurologic disorder such as Alzheimer's disease, 
Parkinson's disease, amyotrophic lateral sclerosis, stroke, a neuromuscular disorder, 
schizophrenia, cerebral infarction, head trauma, glaucoma, facialis and Huntington's 
disease and a method for destroying or inhibiting the proliferation of microbes or fungus. 
The sfafe of the prior art and the predictability or lack thereof in the art 

The state of the prior art is that the pharmacological art involves screening in 
vitro and in vivo to determine which compounds exhibit the desired pharmacological 
activities (i.e. what compounds can treat which specific disease by what mechanism). 
There is no absolute predictability even in view of the seemingly high level of skill in the 
art. The existence of these obstacles establishes that the contemporary knowledge in 
the art would prevent one of ordinary skill in the art from accepting any therapeutic 
regimen on its face. 

The instant claimed invention is highly unpredictable as discussed below: 

It is noted that the pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. In re Fisher, 427 F. 
2d 833, 166 USPQ 18 (CCPA 1970) indicates that the more unpredictable an area is 
the more specific enablement is necessary in order to satisfy the statute. In the instant 
case, the instant claimed invention is highly unpredictable since one skilled in the art 
would recognize that in regards to therapeutic effects of neurologic disorder such as 
Alzheimer's disease, Parkinson's disease, amyotrophic lateral sclerosis, stroke, a 
neuromuscular disorder, schizophrenia, cerebral infarction, head trauma, glaucoma, 
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facialis and Huntington's disease by preventing neuronal death would make a 
difference. 

Applicants are claiming methods which include the treatment of a neurologic 
disorder such as Alzheimer's disease, Parkinson's disease, amyotrophic lateral 
sclerosis, stroke, a neuromuscular disorder, schizophrenia, cerebral infarction, head 
trauma, glaucoma, facialis and Huntington's disease. 

Applicants' claims are therefore drawn to the treatment of a neurologic disorder.. 
Enablement for the scope of treating a neurologic disorder is not present in the 
specification. A neurologic disorder is a disorder that can affect the central nervous 
system, the peripheral nervous system or the autonomic nervous system. Neurologic 
disorders include major conditions such as headache disorders, epilepsy, Alzheimer's 
disease, strokes, cerebral palsy, neoplasms, Parkinson's disease, multiple sclerosis, 
etc. 

(URL:http://en.wikipedia.orq/wiki/Neurologic disorder ) 

Furthermore, there is a vast range of causes for the problem and biochemical 
pathways that mediate the neurologic disorders that affect the various nervous systems. 
There is no common mechanism by which all, or even most, neurologic disorders arise 
and one treatment cannot be used to treat all types of neurologic disorders. 

Applicants' claims are therefore drawn to the treatment of Alzheimer's disease. It 
is the state of the art that there is no known cure or prevention for Alzheimer's disease 
and that there are only four medications available in the United States available to 
temporarily slow the early stages of Alzheimer's disease. The current drugs for the 
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treatment of Alzheimer disease, Aricept, Exelon, Reminyl and Cognex, treat early 
stages of Alzheimer's disease by delaying the breakdown of acetylcholine. Memantine, 
which blocks excess amounts of glutamate treats late stage Alzheimer's disease. 
(URL:http://www.cnn.com/2003/HEALTH/conditions/09/24/alzheimers.druq.ap/index.ht 

ml) 

In addition, Layzer, Cecil Textbook of Medicine (article enclosed), states that 
"some degenerative diseases are difficult to classify because they involve multiple 
anatomic locations" (see page 2050). Alzheimer's disease has traditionally been very 
difficult or impossible to prevent or even to treat effectively with chemotherapeutic 
agents (See e.g., the Cecil Textbood of Medicine . 20 th edition (1996), Vol. 2, page 
1994). 

Applicants are also claiming compounds useful in the treatment of stroke. Stroke 
represents on of the most intractable medical challenges. Stroke is estimated to cause 
about 15% of deaths. Even those who survive normally suffer from persistent damage, 
including motor and speech disturbances and/or convulsions. Despite a tremendous 
effort to resolve these problems, cerebrovascular therapy as so far been limited to trying 
to prevent further damage in areas on the margins of the ischemic focus, thus trying to 
maintain adequate perfusion in remaining intact areas, and thereby limit progressive 
infarction. This is generally done surgically. Standard pharmaceutical treatment, such 
as antiarrhythmics and antithrombotics don't get at the cause of the stroke or the 
damage caused, but are mostly done to insure adequate cardiac functioning. 



Application/Control Number: 10/718,879 Page 8 

Art Unit: 1626 

Applicants' claims are also drawn to a method for destroying or inhibiting the 
proliferation of microbes or fungus by using the claimed invention. Examples of 
microbes or fungus are gram-positive bacteria and gram-negative bacteria. It is well 
established in the art that some therapies used effectively in the treatment of infections 
caused by gram-positive bacteria are not effective in the treatment of infections cause 
by gram-negative bacteria. For example, novel agents such as linezolid and 
daptomycin are restricted to Gram-positive bacteria (Rice, page 992). However, it is still 
difficult to treat many infections that are caused by both Gram-negative bacteria and 
Gram-positive bacteria due to the development of resistance to the available treatment. 
According to Ginsburg (article enclosed), "...it is alarming that clinicians are still 
helpless when attempting to offer proper treatment for the serious sequelae of severe 
infections caused by Gram-negative and Gram-positive bacteria." (See e.g., APMIS 
(2002), Vol. 110, page 754). 

Hence, in the absence of a showing of correlation between all the diseases 
encompassed by the claims as capable of treatment by the prevention of neuronal 
death one of skill in the art is unable to fully predict possible results from the 
administration of the compound of the claims due to the unpredictability of the role of 
preventing neuronal death and, for example, since it is no known cure for Alzheimer's 
disease and treatment protocols for Alzheimer's disease depend on the stage of the 
disease. 

The amount of direction present and the presence or absence of working 

examples 
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The only direction or guidance present in the instant specification is the listing of 
diseases applicant considers as neurologic disorders treatable by the claimed invention 
found on pages 17-18. MPP+ assays are found on pages 50-53. There are no working 
examples present for the treatment of any neurologic disorder. There are also no 
working examples present for a method for destroying or inhibiting the proliferation of 
microbes or fungus. 

Pharmacological activity in general is a very unpredictable area. Note 
that in cases involving physiological activity such as the instant case, "the scope of 
enablement obviously varies inversely with the degree of unpredictability of the factors 
involved." See In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 

The breadth of the claims 
The breadth of the claims is the method for treating a a subject afflicted 
with a neurologic disorder such as Alzheimer's disease, Parkinson's disease, 
amyotrophic lateral sclerosis, stroke, a neuromuscular disorder, schizophrenia, cerebral 
infarction, head trauma, glaucoma, facialis and Huntington's disease and a method for 
destroying or inhibiting the proliferation of microbes or fungus. 

The quantity of experimentation needed 
The quantity of experimentation needed is undue experimentation. One of skill in 
the art would need to determine what diseases out of all neuorologic disorders would be 
benefited by the prevention of neuronal death or the inhibition of the proliferation of 
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microbes or fungus and would furthermore then have to determine which of the claimed 
compounds in the instant invention would provide treatment of the diseases. 

The level of the skill in the art 

The level of skill in the art is high. However, due to the unpredictability in the 
pharmaceutical art, it is noted that each embodiment of the invention is required to be 
individually assessed for physiological activity by in vitro or in vivo screening to 
determine which compounds exhibit the desired pharmacological activity and which 
diseases would benefit from this activity. 

The specification fails to provide sufficient support of the broad use of the 
claimed compounds of the invention for the treatment of a neurologic disorder or a 
method of destroying or inhibiting the proliferation of microbes or fungus. As a result 
necessitating one of skill to perform an exhaustive search for which diseases can be 
treated by what compounds of the invention in order to practice the claimed invention. 

Genentech Inc. v. Novo Nordisk A/S (CA FC) 42 USPQ2d 1001 , states that "a 
patent is not a hunting license. It is not a reward for search, but compensation for its 
successful conclusion" and "patent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimations of general ideas that may or may 
not be workable". 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1 970) discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of success. 
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This rejection can be overcome, for example, by deleting the method claims. 
V. Conclusion 



the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 7:00 AM-3:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Any inquiry concerning this communication or earlier communications from 
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Supervisory Patent Examiner 
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